
Thereiore, pursuant to Provtaions of 
the Federal Focd. Dmz, and Wmetlo 
Act WC. 409(C)(l), 72 stat. 1788: 21 
U.S.C. 348tc)fl)J and under authority 
delegated to the CommJEEioncr (21 CFR 
2.120). D 121.1082(b) 19 amended by Add- 
ing R new subparagraph, M  follows: 
$I 12k.108~ Mdifiedlrop extry. ’ 

. . l 1  . 

cb) l l l 

(4) The addWe is manufactured 
from hope by a sequence of extrnct.iona 
and fractJonatJons, u&g benzenef U&t 
WroIeum s~lrlts. meWI alcohol. n-buts1 
aJcoho1. and ethyl a&ate as &venis, I followed by Jsomerhstfon by potassium 
carbonate treatment. R&dues of, sol- 
Venw Jn the ModJfJed hop‘extract shall 
not exceed l.O.part per mIllJon of ben- 
zene; 1.0 part per mllllon of~lfght petro- 
le- spirits, 60 parts per mJJlJon ,of. 
methyl alcohol, 50 parts -pBr mJtJJon cif. 
n-butyl alcohol, and 1 partper mtfllon 

,, of Ethel acetate. The‘light PetroIeum 
spWts and benzene soIve+i shall comply 
wfth ithe 8Pe&oatlo!k6 in P 121.1203 e%- 
cept ‘that the .batilng point range for 
light, petroleum spirits Is 160° ‘F, to 
303’ F. 

Any Pemon who wU1 be advemeiy 
affected by the foregoing order may at 
ad time wIthin 30 days alter its date 
of pubhcstion in the &.DERAL RGc~srw 
ffle with the Nearing Clerk, l%Pa~tmexit 
of HeaIth, Education. and Wt$fare. Room 

. zt2 5%~,~~~b~~~~~~~~~~ 

puJnt~plJcat.e. Objectlone shell ahow 
wherein the person Allng wJJJ be ad- 
versely aJXected by the order and specJfy 
wJth PartJcuIarlty the ProvJ~ions of the 
order deemed objecefonable and the 
grounds for tbe.ob&ctJons. If 8 hearing 

: 
Js requested, the objections must, state 
the JEW% for the hearing. A hearing wilt 
be granted Jf the obJections are sup- 
Ported by grounds legally EufJlcient to 
hlAi.fy the reUef sought. Objections may 
be companfed by a memorandum or 
br&n support thereof. 

gbecttue date. This order shall become 
effective on its date of Publication in the 
FEMORAL R~CLW~R. 
(see. m(c) (1). 72 wit. 178!3; 21 U.S.C. 
348(O) (1)) 

Dnted: November 3, 1970. 
R. IT. DDGGAN, 

Actfng Associate Commfssfoner 
for Complfunce. 

JPR. Dw. W-16288: Flied. Nov. 12. ,107O: 
a:40 a.m.] 

. 
PART l28a-FISH AND SEAFOOD 

PRODUCTS 

Subpart A-Smoked and Smoka- 
Flavored Fish 

&rent good manufaCturIng practfoe 
(sanitation) in manufacture, Processing. 
packJng, or holding of Smoked and 
smoke-ffavored fish for human food. 

In the FEDERAL REGISTER of October 23 
1989 (34 F.R. 171701. the Commlssione~ 
of Food and Drucrs proposed regulations 
~Subpnrt A, Fart 128a) coverlng current 

._ /. .: s  .,. . ..‘.‘X.._ ^., _, 

RULES AND REGULATIONS 

mcd maaufactting pra~ffcc tsanlta- 
tJon) in the manufacture, Processfng, 
pactdw, or holdmg of smoked fish. In 
mponse. comments were received from 
twa traQ% amclatlona. efght manufoc- 
turers. and the Bureau of Commercial 
Fisheries,’ Department of XntorJor. The 
comments include opposltlon to certain 
requIremen& and Euggestlons for cfari- 
fyJng and teehnictll changes. 

The ~riacil3al objection fr that the 
Process .reauJrements Jn the proposed 
regulatfona cannot be uppiled to 811 
species of Ash presently befng smoked 
by the Industry and that the rc#ulattonE 
should therefore s~eclfy ttme-temPera- 
Eure reWIretients,-as developed by re- 
senrch rind study, on a specJes-by-species 
baefs. . 

The CommJssioner An&: (1) Thit al- 
though adequate times, temperatures, 
and salt concentratfonrr have not been 
demomMRed .for eaoh’ Jndtvidual species 
of Ash Presentily smoked, the mocessing 
requirements of the proposed regulstfons 
are the aafest now known to prevent the 
outpowth and toxin foimatlon of C. 
bOtuZfnum TyPe E: ‘and (2) that asince 
the,pubIJc hea1t.h ha&d of C. botalfnum 

,Ty~e E fn smoked fish JE not restrfcted to 
a ‘EJngle .specJes of f%h, the condhions 
of current rtodd manufacturing practice 
for Ws Jndustry should be established 
w!thout further delay. 

Therefore, havlrrg considered the 
comments received and other relevant 
met&at, ’ the Comml8~foner concludes 
that the pro 
of the susge$& T 

regulations, wltb most 
JarHyIng and technical 

chawes ineotirated, should be adopted 
&9 net forth below. accordJn@y, purEUant 
to pnayisJons of the Wderal Food, Drug, 
and Cosmetic Act (sees. 402(a) (4). 
701(a), 62 Stat. 1046,s 1055: 21 U.5.c. 
342(a) (0, 37118)) and under author- 
ity delegated tD the CommJssJoner (21 
CFR 2.126). the fohowlng new Subpart 
A is ridded to Part 128a: 

Subwrl ASmoknl and SmokcFlovarrd Flrh 
SW. 
1asa.1 Denrrit1on& 

tko- (aanftntion) . 
128rr& Plsnb and grounds. 
128a.E Equlpmoat and utensils. 
l2Sa.8 Sa2yWy Iadllties and controls. 
1281~0 Banltary op~tstions. 
128a.7 proOoaso8 and controls. 

A’JT’W~WTX: Thi ~mvl&n~ of ttrfu Sub- 
wrt A  I=nICd under 8OCO. roa(al(4). 701(R), 
y$t).e. 1046, !QsS: 21 U.S.C. 942(R) (d), 

5 12IXn.I UcfiniIirwls. 

tab Smoked fish. As used in this part. 
the term “smoked Ash” means any fJsh 
that Js Prepared by treatJng it wJth salt 
(sodium chloride) and then sublectlng ft 
to the direct actlon of smoke from birrn- 
ing wood, sawdust. or Eimllnr mnterinl. 

(b) Strroke-Pawred Aslt. AS uG?d in 
thfs part. the term “smoke-flavored fish” 
means any fish that Js prepared by trent- 
mg it With s&t (sodhun .chlorJde) and 
then JmParting to it the navor of smoke 
by other than the dfrect action of smoke. 
This Paragraph does not alter the fabel- 
ine requirementa under 5 3.201 of this 
chapter. 
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(0) LOin ?m.d?. As uned In this part, 
“loin muscle” means the Zongltudinal 
quarter Of the great lateral muscle freed 
from sWn, sc~le4. vlsfble blood clots 
bone8, jilts, and viscera and from tnt: 
nonstrtrtid part of such muscle. which 
Pnrt JR known anntomJcally RS the RIP- 
dfsn su~rflciaJ musole. 

(d) Water ghcue sntf. As used fn tbls 
oati, “Water phtwo salt” means the ~etr- 
cent sa!t tsodium chloride) In the fln- 
Jshed Product as determined by the 
method desertbed In sections 19.009 and 
18,010 of ‘the “OJflcfsl Methods of An- 
SJYEJE of the AiwocJatton of Agcicultural 
Chemfs?s,” 10th edItJon. Page 273 (1905). 
muJtJPlJed by 100 and dJvJded by thti Per- 
centsatt taodlum dhloride? r>)ua the per- 
cent moJature Jn the flnisbed product 
as determJned by the method described 
In section 38.006 of safd edition. 

(e? If~tqmrxxs smoked or hot-procv- 
es8 smoke-flavored /1sh. As used In thls 
part “hot-process smoked or hot-process 
smoke-flavored psh” me8ns the finished 
fOOd preP5red by RUbJeCting forms of 
smoked A&h refWred to In Dnraaraohs 
(al and cb) of’ thb section-to h&t a.$ 
pro%X-Jbed Jn 3 1288.7(b). 
I f28E.2 Cwrent good nlunl,rll~~rllrine 

pructitc (qpnitstion). 
(a) The Ctit&a in Fart 128 of this 

chapter Ehail apply Jn determining 
whether the facJIft&e. methods, prac- 
tlces, and coMrols used for the manu- 
facture, prgcesSin& packing. or holdmE 
of Aah and Eeafood DrOdUCts nre fn con- 
formance arith and are op&ated or-id- 
mJnJstered Jr3 conformity with good man- 
UfaCtWJng praotlce to prodUce. under 
sanitary CandJtfonE. food for human 
conwmlpt~otl. 

(b) The crlteda in this Subpart A set 
forth add&tonal requirements for the 
hot-process smeked or hot-process 
smoke$Javored ASh Jndustry. 
lj 12gn.3 PKenr* rncl ~Nwlcla. 

(a) Unlonding platforms shah be: 
(1) Made of readfly cleanable mate- 

rial. 
(2) Eqt&med with dramage facilities 

adequate eb 8ceommodnte all seepage 
and wash water. 

(b) The foliowing proceses should be 
carried out ,Jn separate rooms or facili- 
ties, and the intefior walrS separating 
these Droce~seE should extend from floor 
to cf?lIIng a,nd cant&n only neceEs.nry 
openmgs Mnh as for conveyors 8nd 
doorways) : 

(If Reoeiving or shlppipg. 
(2) Storage of raw Ash. 
(31 FresrnokJng bprations (thawing. 

dressing, brfning. etc.). 
(4) Drying Ecnd smoking. 
CC) The f03l0wing praccsscs .rl1nl1 bc 

cnrrled out In seP,arntc room7 or fnclli- 
ties. and the Interior anlls separnting 
these processes shnh extend from floor to 
celling and conlnfn only necessnry open- 
ings (such RS for Conveyors ttnd door- 
ways) : 

( 1 f Cooling and packing. 
(2) Storageoffinalproduct. 
(d) The Product shall be so processed 

8s to prevent contamination by ex~o.surc 
to EreaE, utc116115. or equIPmerit fnvol~d 



, 

In cnrllcr processing steps. rdue, or 
other obJectionable &rcas. 
(i 128a.4 ICquipmcnt 8"~' ulen*its. 

(a) All food-contaot i;tinces (tanks. 
belts, tables. uWI’JSUS. a 
merit) shrill be made of r ,, d!ly cleanable f$ 

ot!mr eattip- 

mntcrlals. 
(b) Metal seams ShaIl be 6moolhlY 

sol&red. welded. or bonded. 
CC) Each frcezcr and cold Storage 

compartment used for the product shall 
be flttcd with at Icast the following: 

(1) An automatic wnt.ml for mgu- 
I8ttns temperrtture. 

(2) An lndicntlm? thermometer SO ln- 
Stalled BS to ~how~accur~tely the tern- 
pernture within the compartment. 

(3) A recording thermometer so in- 
stalled as to indicate accurately at all 
tunes the temperature wiehln the 
compartment. 

(d) Thermometers or other t.cmpera- 
turc-mcasurlng dcticcs Shall have an 
accuracy of 22’ F. 
5 128n.S' . Sanitary fa+ili& and COIIW&. 

(a) Adequate hand&w&lng and sanl- 
ttzlng facilltle23 shall be located In the 
processing mom(s) or in one area eaS 
accessible from the processing roomW. 

7 (b) Rendily underSkrndabls sl;gnS d - 
rectlng employees to W&I and San&e 
thelr.hands after eachsbSenc!e from POSt 
of duty shall be con~ticubusb Posted in 
th 

t th 
pmcesslm roam(s) and elsewhere ‘f 
plant 86 condltlans requlra 

(c) om sha3l be PM ln suttable 
covered container8 for removsl at le68t 
once a day. or more frequently It XWC~S- 
sary, or shall be removed by conveyorS or 
chutes. Offal. debr& or refuse from anY 
source whatever Shall not be allow& t0 
8ccumul8tc La or about the plant. 
8 12811.6 Sanitary operations. 

(a) Before besinning the day’s opera- 
tlon, all utensfts and product-contact 
surfaces of equipment to be used for the 
day’s operation shall be rln~ed and 
SanJtizeu. 

(b) Containers used to convey or store 
!lsh Shall not be newt.& While they con- 
Lnln fish or otherwise handled during 
procesdng or stornge in a manner con- 
ducive to direct or Indirect cont8tninatlOn 
of lhelr umtcnts. 

tc) Clea.nlng and sanitiztng of uten~lls 
and portable eqtipment should be con- 
ducted in an area set aside for these pur- 
poses and shnU be carried out in such a 
manner a~ to prevent contamination of 
the fish or fish products. 
5 l’fln.7 h”YWl9 nwl nm1ndr. 

(~1 ROW ~~lcrfals. cl)‘Frc& fish re- 
cclved shall be inspected and adequately 
washed before processing. Only Sound, 
wholesome Ash free from adulteration 
and orgnnoleptlcally detectable Spollnge 
shall be processed. 

I (2) Every lot of Rsh that hkS been 
;mtiaUy processed in another plant, ln- 
clutllng IIazen fish. shall be adequately 
Insprctcd. nnd only clean. wholesome !lsh 
sluxll bc proccssfzd. 

(3) Fresh or partlully procesSed Ash 
except those to be immeaistely promtied, 
shall be iced or other&e refrlserated 

to an tiliicmnl temperature of 38’ F. or 
below u$on rec.&t and ohail be main- 
tnlned at that hmDerature unt.Il the flab 
are to be, vrocesac$ 

(4) AU Ash received In 8 frozen slate 
clthcr thnwed pmmDtly and 

_, or stored at a temperature 
that will~malntaln It ln a frozen State. 

Cb) qm;fz o/.fm~;$~; ‘p\I$ 
frosting, 
tary ma&neP and by such methods thet 
the whdicsomeness of t&s fish k not ad- 
vcrsely jhffcctcd. Fror..n fL%h shalt be 
defrost&l: 

(1) In air at 45’ F. or below until other 
than h&d fro&en: or 

(ii) Ih nlr 60 that the tempmuturc $ 
;wo:y of the fish does not exceed 45 

‘iiii& a cantlnuaus water-overflow 
thaw t&c or spray system in such a 
manrier’that the tcwrature in any part 
of the fish dour not exceed 45’ F. 

(2) Tpten a th8w tnnk Is trod. il.& 
should riot remain In the tank longer 
than or&-half hour after they are com- 
pletely &ef~M&. ’ 

(3) Ift,sh entetinp the thaw tanks shall 
bei frees of extenlor gkckS8lxxr mat&W 
and suI!&ant(allp free of Uner mfH.erIa!. 

(4) Aifter tham, f&h &all be washed 
thor&@ly wltfi a vigorous water spray 

‘Oll.8 w~ttnlIou6 watetiow sym, 
ic, Pfesmokf?tg opemfibn. (1) EvbJ- 

thorouri;ry wf&ied,w$th 8, vlirorous water 
spray ot: a contfuu0us’ watarffbw sy&.em. 

(3) All fish s%IS-Be br&neU In a solu- 
tion thitt does not &cteU 38* F. CRT drg- 
salted et a tempera&m not to exceed 33’ 
F. thmgghout the ilsh. 

(4) H&-pmcew smoked & hot-&cesS 
smoke-flavored Bsh shall ‘be b&W in 
such rr maner that the rtnal salt Wdium 
chloricit)) content of Me Ioln muscle oi 
the fintsht?d product, expressed &9 per- 
cent ln$he water pha~ of the loin mu+ 
clo, slmll not be less than: 

(1) 3;5 went lf :ht&ptocessed as 
prescri&?d under parsfxrnph (cl) t2) (1) of 
fft!.a section: or 

(It) 5.0 percent if heat-pm 8s 
prescribed under paragraph (d) (2) (ii) of 
this section. 

(5) IQh Shall be rtnsed wfth fresh 
water 8’ft.e brfnlng. 4 

(d) Heating, cookfng, smokfnp opera- 
tion. (4) A’ point-sen&ive. continuous 
tcnltlerature-recording device shall be 
used td’ motitor both the internal tem- 
pcrrrtu~e ol Lhe fish and the &mbient 
temperature within the oven. Each re- 
cording-device record sh6ll be ldentifled 
as to the specific oven lo& and dste 
processed. 

(2) E(ot-process smoked or hot-proc- 
ess smbke-flavored Ash shall be heated 
by a c@.rolled heat process that pro- 
vldes D monItorink system posItIoned In 
a.5 many aLrateglc loclltions in the oven 
a6 neces88ry to as6un a mntinuous tem- 
perature ~throughout each Ash of: 

(I) Not less than 180” F. for B mini- 
mum of 30 minutes for hot-process 

Smoked or hot-vrowws smoke-fhvond 
f&h which have been brined to watatn 
3.9 pcmcut water pi~aee salt la the 5n- 
labed Product u prWrfbt%d ~XI Vaft@~&ph 
k)(4~(1~ of w 8ectioon. except that 
smoked chub oontalnlng sodlmn n1trlt.c 
6s provided for In i 121.1230 of this 
chapter Shall be rwcewed In accordnnce 
with that sections or 

(11) Not MS than 1!W F. for a mlnl- 
t&m of 30 minute3 for hot-nrocess 
smoked or hot-process smoke-iiltvored . 
fish whfch have been btlned to contain 
5.0 yrercent. water phsse f&t In the Rn- 
ished I%WHIC~~~S pres@%ed~fn panrgrsph’ 
Cc) (4) (If) of this sedtlon, 

(e) Packfnu. (1) The fltihed product 
shall be handled on.& w!th clean. sanl- 
tized bands. gloves. & uten&ls. . 

(2) Mnnual manIptiat.lon of the fin- 
ished aroduct shnti be kept to a 
mlnlmum. 

(3) The flnLshed product shstl be 
cooled ta D temperature of SW F. or below 
whM.n 3 hours after ctloklng aad further 
couled to a temperatune of 38’ F. or below 
tvtthln 12 hours after cool&g. and this 
temperrdtxre shall be nafnt&Ined during 
nil i i&Sequent st.arng%&d distrlbutkm. 

(4) The shipping containers, retail 
packages, and shlppim &cur& shall in- 
dicete by appropriate lahelfng the per- 
ishable nature of tht pmdwzt and 8ha.U 
tlpF2dry that the twoduet Bhalp b8 Uh~PDcd, 
stored. W/or heId for sale at 38’ F. 
or bbtcw pntEocn8umed. , 

(61 Peh8rttnt.I~ ~legtble code msrlm 
shall be pIaced on the outer layer of 
every fifWied product p&98$+? and mns- 
t.er carton. 8uch msbks shall identify 
st Itw5t the plant where paeked. the 
dati oi paeking, a;nd the oven load. * 
Record8 sh8ll be 80 m&talned as k, 
pr&de positive fdent.l&st.km (0 of the 
protess procedures used for the mcmu- 
faottire of hat-process Smoked OF hot- 
proeeas ginoke-fiaoored’ilsh and Cti> of 
the dist&butIor~ of the flgfstxed product. 

Cfl TesTinu. (1) M&~bfoZotieal ex- 
aminlitiw of in-line and flxd~hed prod- 
uct samples should .I%& oanducted with 
sufaofent Zrequency to trsure thnt proc- 
emI& step8 and iinnftnry swoceduree are 
adequate. * 

(2) The finished product shall be an&- 
lyzed chemically with SuWient frc- 
quency to apIsue that the reqtired 
salinity is obt&zd in every f&h and 
that other chemical additives are gres- 
ent at authorlxed levels. 

Eflecftue dixte. ‘I%& aider &all be- 
come’ eR&ctlve 30 days a&er it.9 date of 
publication in the FXM~AL REOXSTER. 

D&cd: November 2.1 
St.& D. FINE, 

AssociateCcnnnefssfoner 
for CompZiance. 

[P.R. Doe. 70-15;~; ril$, NO?. 1% 1970: 
. I 
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SUeCWACIER C-.-DRUGS 

PART 148c-COLISYIN . 

Effective QLL publfoation In the Feu- 
ERAL RSCZWZR, Part 14% la republtshed 
as follows to lncorporaZe eMoria.l and 
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